
‘ Janua~ 20, 1997” “

,,
James Tanner, PhD. ,, . ,! ., , .

“” ~cting Director, Divi~on of Programs and’ Enforcement .Policy ,.>
Off@ of Special” Nutritional ‘‘, ‘ “ ~~~
Centet’for Food Safety and Ap,piitid Nutrition
HFST450 “. ~~ ““
200 .C Street SW
Washington DC 20204

Re:’ ,’Submission of Structure/Function Claims’
,..

,.

Dear Dr Tannec
.“

.,

A~eran audit of our files, we” are submitting strycture/function claims which may not
hqve been previouslyfiled with your.offi~ or may have been reworked ~th wording
changes ‘and substantiation verification. Enclosed are the structure/function claims for
the following nutrients, as gen’erated,by .Dr. Luke f3u6ci:
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16)

17)

Zinc ,

Wheat Bran Fiber
vitamin E
Vitamin C
Vitamin B-12
Vitamin B-6
Vitamin A & D
“VitaminA
Selenium
Potassium
Pantothenic Acid
Nucleotide (RNA& DNA)
Niacinamide
Niacin
Magnesium
Lecithin
Lactobacillus acidophilus

Grape Seed Extract & Pycnogenol
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20” COd’tiverOil’ ‘“”’ ‘ ‘ ‘.
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., 22) Chrom[um
Melatonin ‘

!’
.. 23)” ,.

, ?4)” Lutein .-.
,.. .

., ,.

25)”. Glutisarnin~, Hydrochloride’ ‘ ~ ‘: ~ ~.
.. 26) ~“l@min@” .“ “, . ““ ,, ~ ‘ .,.

..’

yg
; 27) - HMB” (HydroxyMethylButyrate),.

,$

. ‘ 28) DHEA (Dehydroepiandrosterone) , ~~
2g)Stevia. . ,. “,”. ,, .,},,, ,

...,.- 30) Cr~atine monohydrate “,
31). Multiple Vitamin/Miner@/He.rbatPack 1.

‘m
9“

I 32) Caffeine/Guarana~ohimbe/Qu6rcetin/Mus~ard
.6,. .,

~We welcome the opportunity to receive feedback from your office as we continue to
interpret how to wfite structure/function. claimsak aIlowed by the Dietary Supplement
Health and Educ@ion. Act.’ There are some areas of oveilap between nutrient functions
or their effects ‘on body structure and health claims. We anticipate” that we will continue
to fully comply with “your interpretation.of health claims..

.-

Please feel free to contact, me if you” have further questions or comments:
. .

. . .

Respectfully, “ “,-

@%@.* ~.

De Lois L. Shelton,. Regulatory Compliance ‘‘
,., .. . -,

cc Dave Mastroianni, Luke R. Bucci
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